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DETAILED ACTION 
Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(a) the invention was known or used by others in this country, or patented or 
described in a printed publication in this or a foreign country, before the invention 
thereof by the applicant for a patent. 

(b) the invention was patented or described in a printed publication in this or a 
foreign country or in public use or on sale in this country, more than one year prior 
to the date of application for patent in the United States. 

Claims 1, 13-23 are rejected under 35 U.S.C. 102(b) as being anticipated by EP 
74306 or EP 165164. 

In both references, Example 1, step B, crystallizes the material from ethyl acetate. 
Step C shows the further conversion to Ganciclovir, Thus anticipating claim 23. 

Claims 1-7, 13-23 are rejected under 35 U.S.C. 102(b) as being anticipated by EP 0 
532 878 (or 5792868). 

See example 5. The crude product is dissolved in a mixture of chloroform and 
methanol. This solution was chromatographed, and 6.9 g of product were obtained. The 
solvent must have been removed for a weight to have been obtained. Example 6 shows 
conversion to Ganciclovir. 

Claims 1-7, 13-23 are rejected under 35 U.S.C. 102(b) as being anticipated by 
5583225. 

See example T, the factual situation is very similar. 
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Claims 1-7, 13-23 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Namavari. 

Note page 158, first column, where the compound is called the triacetyl derivative of 
Ganciclovir, and was chromatographed using (CHC13:CH30H:H20 5 92:7.2:0.8. Note that 
the product is called "pure". This is followed by conversion to Ganciclovir. 

Claims 1-8, 13-23 are rejected under 35 U.S.C. 102(b) as being anticipated by Field. 

See preparation of IV on first paragraph of page 4141. There is an evaporation to a 
foam, which meets the claim language, and there is a further crystallization from 
dicholormethane. Claim 23 is covered in the next paragraph. 

Claims 1-8, 13-23 are rejected under 35 U.S.C. 102(b) as being anticipated by 
PL157825 or Boryski (1999). 

See translation of patent, of example 3. The Chloroform/methanol faction was 
evaporated, meeting to claim language, to give an oil. These were subsequently crystallized 
from ethanol. Boryski is similar; see example 3, both methods. 

Claims 1-23 are rejected under 35 U.S.C. 102(a) as being anticipated by WO 
03/033498. 

Examples 1-10 all cover the process of making the compound. In example 1 for 
example, There are actually three solvent removals. The first one gives a product which is 
less than 50% pure, just by solvent evaporation. Second is a separation in methanol, in 
which the undesired N-7 isomer is filtered off, leaving a methanol solution of the purified 
product. That solvent is evaporated, meeting the claim language. The further 
crystallization from toluene/methanol will also meet the claim language. Example 8 
features a filtration of the chilled methanol solution, meeting the claim 10 limitation. The 
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subsequent addition and removal of Isopropanol meets the limitation of claims 11-12, as 
does the later methanol/toluene treatment. The distilling off of the isopropanol and also the 
methanol wash would provide drying, and drying is explicitly referred to in examples 9-10. 
Claim 23 is taught at page 7, lines 7-9. 

The claims are not entitled to benefit of the foreign priority date of 10/31/2002. 
Additional material has been added for this case. For example, claim 1 covers inorganic 
solvents! the foreign priority paper does not. Claim 2 has "ketone" and claim 6 names three 
ketones! the foreign priority paper has only acetone. The numbers in claims 13-22 do not 
appear in the foreign priority paper. The "denatured spirit" of claim 5 is not in the foreign 
priority paper and there are other differences as well. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or 
described as set forth in section 102 of this title, if the differences between the 
subject matter sought to be patented and the prior art are such that the subject 
matter as a whole would have been obvious at the time the invention was made to a 
person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was 
made. 

Claims 8-9 are rejected under 35 U.S.C. 103(a) as being unpatentable over EP 0 532 
878, Namavari, 5583225, Boryski. 

Note above discussion. Although no method is giving for obtaining the product from 
the eluates of example 5, this is normally done by distilling off the solvent. At any rate, the 
claim 8 list covers essentially all conventional methods for solvent removal, and it is always 
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obvious to do something in a conventional manner. Claim 9 is itself a routine expedient, 

done normally as a matter of course. Likewise Namavari, 5583225, are similar 

Claim Rejections - 35 USC § 112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the 
manner and process of making and using it, in such full, clear, concise, and exact 
terms as to enable any person skilled in the art to which it pertains, or with which it 
is most nearly connected, to make and use the same and shall set forth the best 
mode contemplated by the inventor of carrying out his invention. 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out 
and distinctly claiming the subject matter which the applicant regards as his 
invention. 

Claims 1-17, and 23 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claim 1 does not actually specify what is done to make the material more pure. All 
the claim requires is that the solvent be removed. The actual processes of the examples are 
much more complex. Every example involved the use of a protic solvent, every example 
involved heating, and every example involved cooling to below room temperature. 

The term "pure form" is unclear. There is no way of knowing what is intended by 
that. Page 4, lines 15-19 has two levels of purity, each with three components. However, 
this is not presented in the form of a definition for the term, so one cannot be sure that this 
is intended. If it is, applicants need to decided whether they intend the standard of the first 
or second sentence, and insert that language into the claim. Note that this point covers 
even claims such as claim 13. That is, if one of the page 4 definitions is intended, claim 13 
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only specifies one of the three purity criteria, leaving it unclear what is required for the 
other two, the numbers of the first sentence, or the numbers of the second sentence. 

Claim ll's "additional solvent" could have two meanings. It could be required to be 
the same as the original solvent, or it could be understood as not limited to that solvent, but 
also covering adding some other solvent. It is unclear which applicants intend. 

The wording of claims 16-17 is unclear. The number could be understood as each 
impurity individually, or the sum of their amounts. 

The "the solvent" of claim 12 is unclear. Is this the original solvent or the "additional 
solvent" 

Claims 1-17, and 23 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the enablement requirement. The claim(s) contains subject matter which was 
not described in the specification in such a way as to enable one skilled in the art to which 
it pertains, or with which it is most nearly connected, to make and/or use the invention. 

Such claim language cannot possibly be enabled. The claim as worded reads on 
dissolving an impure material in a solvent, and then evaporating the solvent, giving the 
original material (plus any possibly residual solvent). That will not give the material in 
pure form. More broadly, it covers recovery by any means from any solution, and applicants 
have not demonstrated that this can be accomplished. Further, assuming that the page 4 
standard is what is meant by pure, not all methods succeeded, as the example 3 and 
processes, which both fall within the claims, did not come even close to those standards. 
Claim Objections 

Claims 1 and 23 are objected to because of the following informalities: Claims must 
end in period. Appropriate correction is required. 
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Specification 

The abstract states that there is a process, but does not set forth what the process 
actually consists of. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to /Mark L. Berch/ whose telephone number is 571-272-0663. 
The examiner can normally be reached on M-F 7:15 - 3:45. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, James O. Wilson can be reached on (571)272-0661. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published 
applications may be obtained from either Private PAIR or Public PAIR. Status information 
for unpublished applications is available through Private PAIR only. For more information 
about the PAIR system, see httpV/pair-direct.uspto.gov. Should you have questions on 
access to the Private PAIR system, contact the Electronic Business Center (EBC) at 866- 
217-9197 (toll-free). If you would like assistance from a USPTO Customer Service 
Representative or access to the automated information system, call 800-786-9199 (IN USA 
OR CANADA) or 571-272-1000. 

/Mark L. Berch/ 
Primary Examiner 
Art Unit 1624 

5/2/2008 



